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8-Week Efficacy and Safety Data Analysis
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subjects continue to have diarrhea until antibiotic treatment is initiated 





Intent-to-Treat (ITT) Population 

Modified Intent-to-Treat (mITT) Population 
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Per Protocol 8 and Per Protocol 24 Populations   



Safety Population 
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 ANALYSES BY AGE GROUP AND PRIOR CDI ANTIBIOTIC REGIMEN STRATA 
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Primary Analysis of the Primary Endpoint 
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Assessment of Homogeneity Between Age Group and Prior Antibiotic 
Regimen Strata for the Primary Endpoint Analysis 



Sensitivity Analyses 
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Additional Analyses of the Primary Efficacy Outcome



SECONDARY EFFICACY ANALYSES 

Analyses of Secondary Efficacy Endpoints 
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EXPLORATORY EFFICACY ANALYSES 

Microbiome Outcome Analysis 

Incidence of All-Cause Mortality    

Incidence of Hospitalizations 

EQ-5D-5L Questionnaire 



Cdiff32 Health-care Quality of Life (HRQOL) Questionnaire  
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Solicited Adverse Events 



Adverse Events (Excluding Solicited AEs) 

o
o
o
o
o
o
o
o
o
o
o
o



o
o
o
o
o
o
o
o
o
o
o

o
o
o

o

o
o











Multiple Endpoints in Clinical Trials. FDA Guidance for Industry. 
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Biostatistical methods: the assessment of relative risks

Saccharomyces boulardii Clostridium difficile
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